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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 21 March 2005 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3, 

Disposition of Claims 

4) S Claim(s) 23-35,38,41-47 and 59-78 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 23-35,38,41-47 and 59-86 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on ; is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit: 3763 

DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the basis 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), 
by another filed in the United States before the invention by the applicant for patent or (2) a 
patent granted on an application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the treaty 
defined in section 351(a) shall have the effects for purposes of this subsection of an application 
filed in the United States only if the international application designated the United States and 
was published under Article 21(2) of such treaty in the English language. 

2. Claims 23-30,32,33-40,42-44,47-52,54,55,58-65,67-69, and 72-78 are rejected under 35 
U.S.C. 102(e) as being anticipated by Paques et al. (US Pub 2003/0171722). 

Paques et al. discloses a method for treating an eye with a device comprising a piercing member 
(4) with an outer diameter less than 25 gauge (0053) allowing the puncture location to self-seal and 
having a flexible plastic tube therein (0087) to administer a therapeutic substance to the eye. The device is 
used to treat conditions such as vascular occlusion (0039) by advancing the device transconjunctively and 
piercing the sclera of the eye and delivering a therapeutic agent subretinally (Figure 1, 2, 3, and paragraph 
[0105]-[0113]). 

3. Claims 23-35, 3 8, 41-47, and 59-76 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Josephberg (USPN 5,989,262). 

Josephberg discloses a method for treating an eye with a device comprising a piercing member 
with an outer diameter less than 25 gauge allowing the puncture location to self-seal and having a flexible 
plastic tube therein to administer a therapeutic substance to the eye. The device is used to treat conditions 
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such as vascular occlusion by advancing the device transconjunctively and piercing the sclera of the eye 
and delivering a therapeutic agent subretinally (Figure 1, 2, 3 and entire reference). 

4. Claims 23-35, 38, 41-47, and 59-78 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Trese (USPN 6,428,553). 

Trese discloses a method for treating an eye with a device comprising a piercing member with an 
outer diameter less than 25 gauge allowing the puncture location to self-seal and having a flexible plastic 
tube therein to administer a therapeutic substance to the eye. The device is used to treat conditions such as 
vascular occlusion by advancing the device transconjunctively and piercing the sclera of the eye and 
delivering a therapeutic agent subretinally (Figure 1, 2, 3, 4, 5, 6 and entire reference). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be- obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the manner in which the invention was 
made. 

Claims 31,45,46,56,57,70,71 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Paques et al. in view of del Cerro et al (USPN 5,409,457). 

Paques et al., as described above, teaches a device for subretinal delivery of a therapeutic agent 
wherein the device has an outer piercing member and an inner cannula, but fails to teach withdrawal of 
fluid from the eye. 

Del Cerro et al. teaches a device comprising a tip for penetrating the subretinal region of the eye 
to deliver a therapeutic agent or withdraw fluid from the eye (column 4, line 31). 
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It would have been obvious to one skilled in the art at the time of the invention to withdraw fluid 
from the eye in order to reduce the pressure in the eye, as well as to deliver therapeutic fluid to treat the 
disease or injury both actions possible with the syringe connected to the device of Paques. 

6. Claims 41, 53, 66 are rejected under 35 U.S.C. 103(a) as being unpatentable over Paques et al. in 
view of Bowman et al. (USPN 6,378,526) 

Paques et al., as described above, teaches a device for subretinal delivery of a therapeutic agent 
wherein the device has an outer piercing member and an inner cannula, but fails to teach the delivery of 
steroids. 

Bowman et al., teaches a device for delivery of a therapeutic agent such as steroids, genetic 
material, or pharmaceuticals to the eye. 

It would have been obvious to one skilled in the art at the time of the invention to deliver agents 
such as steroids to the eye depending on the needs of the patient. 

Response to Arguments 

7. Applicant's arguments filed 3/21/05 have been fully considered but they are not persuasive. 

8. With regards to a method of inserting a device into the eye by piercing the eye with the needle 
and then followed by inserting the piercing member and the cannula into the eye is taught in Paques 
paragraph [0108]. In paragraph [0108], 

i08] Unt&f eithif local or geaml eaes&ssis, a 
canvtEtiou&i peis-p&na approach wfefc vftrcctc:ay 
with separated bfusion is performed. His instmmsz: 
of FIGS. 1-3 is used ta iatrc<du2S ihe aeedle £ aad the 
dis'a; end 14d of the optical fiber 14 i&o the eys 
through & sclerotomy, Tae- dteul ex&H&itv of the 
ae#£s as fctf&iijjht coexMy close to ibe retinal vein, 
approxissai^ly 5tfO*2&00 raksocB from foe optic 
disc. The site of peEeiradau of the vein caa be esse!, 
tcmpoial, inferior or sspener wording to the clini- 
cal asd ansacnica] features of ihe fundus vessels of 
iht eye to be created. Tbe retail vsia. is iher- pen- 
*tros4 with &e ec-d of osedU 4 

(FIG. 3), winch is preferably 30-120 microns dku> 
tra A ffiriaoly tic agem, such as recombi&MH Ussse 
plasminogen wtsvstcr (r'TPA) <x streptokinase, is 

9. iEssciefi to dissolve the vein thrombus. 
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10. The instrument is introduced the needle and cannula into the eye through a sclerotomy (which is 
an incision in the sclera of the eye). Therefore, the needle and cannula must pierce the eye as claimed in 
the prior art, since the needle must travel through the eye. Also the needle and cannula treat the eye by a 
fibrinolytic agent, which can be seen in the above paragraph. 

1 1 . The 1 12 Rejections are withdrawn because of the remarks by the applicant. 


Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Matthew F. DeSanto whose telephone number is 571-272-4957. The examiner can 
normally be reached on Monday-Friday 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Nick 
LUCCHESI can be reached on (571) 272-4977. The fax phone number for the organization where this 
application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 


Conclusion 


Matthew DeSanto 
Art Unit 3763 
June 27, 2005 
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